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File this coversheet and attached materials in the jacket. It must be
well organized and clipped together, NOT STAPLED. Then give the
jacket with the coversheet and materials to staff in the Information
Services Center (ISC) (Room $-4900). If a jacket is full or only
available as an image, please file materials in a new jacket and bring it
down to the (ISC). For further information please call 703-605-0716.
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U.8. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Number: Date of 1ssuance:
Office of Chermnical Safety and Pollution Prevention

Registration Division (7505C) 888672
1200 Pennsylvania Ave,, N.W, JUN B § 013
Washington, D.C. 20460
NOTICE OF PESTICIDE: T
. . erm of 1ssuance:
_X _ Registration N
__ Reregistration Conditional

{under FIFRA, as amended)
Name of Pesticide Product:

Protector 2F

Namc and Address of Registraut (include Z1P Code):

Willapa-Grays Harbor Oyster Growers Association
P.O. Box 3, Ocean Park, WA 98640

On the basis of information fumished by the registrant, the above named pesticide is hereby registered under the Federal Insecticide, Fungicide and
Rodenticide Act. '

Registration is in no way to be construed as an ondorsement or recommendation of this product by the Agency. In order to protect health and the
enivironment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance

of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a right to exclusive use of the name

or to its use if it has boen covered by others.

This product is conditionally registered in accordance with FIFRA section 3(¢c)(7)(a). You must:

1. Submit and/or cite all data required for registration/registration review of your product when
the Agency requires all registrants of similar products to submit such data.

2. Submit or cite any data which have previously been required for imidacioprid.

3. Make the following label change before you release the product for shipment:
e Revise the EPA Registration Number to read, “EPA Reg. No 88867-2.7

roving Official: Date:

roduct Manager 07 JUN G 6 7013
odenticide Branch, Registration Division (7505P)




Page 2
EPA Reg. No. 88867-2

4. Note that monitoring data reporting is required under the National Pollutant Discharge
Elimination System (NPDES) permit. We request that you submit this information to the Registration
Division, Office of Pesticide Programs, as well.

5. Submit one copy of the revised final printed label for the record before you release the product
for shipment.

If these conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA section 6(e). Your release for shipment of the product constitutes acceptance of
these conditions. A stamped copy of the label is enclosed for your records. Please also note that the CSF
currently on file for this product is the basic CSF, dated 2/21/12.

If you have any questions, please contact Dr. Jennifer Urbanski at 703-347-0156 or
urbanski.jennifer@epa.gov.

John Hebert

Product Manager 07
Insecticide-Rodenticide Branch
Registration Division (7505P)

Enclosure



Draft Labgl

GROUP H¥3 INSECTICIDE

PROTECTOR 2F

FOR USE ONLY IN WILLAPA BAY/ GRAYS HARBOR, WASHINGTON,
TO CONTROL BURROWING SHRIMP IN COMMERCIAL SHELLFISH

BEDS
ACTIVE INGREDIENT:
imidacioprid: 1-{(6-Chloro-3-pyridiny)methyl]-N-nitro-2-imidazolidinimine......................... 21.4%
OTHER INGRE DI ENT G .ottt viii e irerer it rir et rasnatt st ensrarasnrsr s rmararasasabesrnasrronssnsrassnenson 78.6%

Contains 2 pounds of imidacloprid per gailon.

KEEP OUT OF REACH OF CHILDREN
CAUTION-CAUCION

5i usted no entiende la etiqueta, busque a alguien para que se la explique a usted en detaile.
(If you do not understand the label, find someone to explain it to you in detall.)

EPA Reg. No. EPA Establishment No.

SHAKE WELL BEFORE USING
ACCEPTED

JUN § 6 7013
Under the Federal Insecticide, Fungicide,
and Rocenticide Act, as amended, for the
sesticide registered under:

EPA. e, ot 208 &1 2




Draft Labet

FIRST AID

tf swaltowed: - Call a poison controf center or doctor immediately for

treatment advice,

. Have person sip & glass of water if able to swallow.

. Do nol induce vomiting unless told to do so by the
poison control cenler or doctor.

. Do not give anything by mouth to an unconscious
pErson.

If inhaled . Move person to fresh air

then give artilicial 1espiraticn, preferably by mouth-
to-mouth, ilpossible

Do not contaminate water when disposing of equipment
washwaters. This product is highly toxic to bees exposed
to direct treatment or residues on biocoming crops and
weeds. Do not allow this product to drift to biooming
crops or weeds are visiting the treatment area. This
product is toxic to wildlife and highly toXic to aguatic
invertebrates.

. If person is nol breathing, call ¢1t or an ambulance,

DIRECTIONS FOR USE

tf on skin or «  Take off contaminated clothing.
ctothing: . Rinse skin immediately with plenty of water for 15-20
minutes.
. Cafla poison control center or doctor for treatment
advice.

Have the product container or label with you when catting a
poison controt center or doctor or going for treatment. You
may also contact t-800-222-t222 for emergency medicat
treatment information
NOTE 7O PHYSICIAN
No specilic antidote is available, Treal the patient symptomaticaily.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION
Harmful if swallowed, Harmfut if inhated. Harmful if absorbed through
skin. Avoid contact with skin, eyes, or clothing. Avoid breathing spray
mist

PERSONAL PROTECTIVE EQUIPMENT (PPE)
Applicators and other handlers must wear:
»  Long-sleeved shirt and long pants
«  Chemical-resistant gloves made of any waterproof material such
as barrier laminate, butyl rubber, nitrile rubber, neoprene rubber,
natural rubber, polyethylene, polyvinytchloride (PVC) or viton
»  Shoes and socks
*  Protective eyewear
Follow Manufacturer's instructions for cleaning/maintaining PPE. tf
instructions for washables do not exist, use detergent and hol water,
Keep and wash PPE separately from other laundry.

ENGINEERING CONTROLS STATEMENTS
When handlers use closed systems, enclosed cabs, or airgraft ina
manner that meets the requirements listed in the Worker Protection
Standard (WPS8) for agricultural pesticides (42 CFR t70.240 {(d){4-8)},
the handler PPE requirements may be reduced or modified as
specified in the WPS.

USER SAFETY RECOMMENDATIONS
Users Must:

» \Wash hands before eating, drinking, chewing gum, using tobacco or

using the toilet.

» Remove clothing immediatety if pesticide gets inside. Wash
contaminated area thoroughly and put on clean clothing.

+  Remove PPE immediately after handling this product. Wash the
oulside of gloves before remaving.

ENVIRONMENTAL HAZARDS

Tt is a viotation of the Federal aw o use this product in @ manner
inconsistent with its tabeting. A copy of this tabet must be in the
possession of the user at the time the product is applied.

READ THIS LABEL. Read the entire label and follow all use
directions and precautions.

For use only to contro! burrowing shrimp in intertidal commercial
shellfish beds of Washington State’s Wilapa Bay and Grays Harbor.

MIXING INSTRUCTIONS:

To prepare the application mixture, add a portion of the required’
amount of water to the spray tank, begin agitation, and add the
Protector 2F. Complete filling tank with the balance of waler needed.
Be sure to maintain agitation during both mixing and application.

Do NOT formutate this product into other end-use products.

APPLICATION INSTRUCTIONS:

To control burrowing shrimp in intertidal commercial shellfish beds {of

Washington State’s Willapa Bay and Grays Harbor], apply at a

maximum rate of 0.5 lb a.iimidacloprid facre per year using the

following properly calibrated application equipment:

» Heticopters equipped with boom % as long as rotor diameter
equipped with Accuflo or simitar nozzles

»  Backpadk sprayer.

*  Ground based vehicle with boom.

RESTRICTIONS:

» Do not harvest shellfish within thirty days after treatment.

» Al ground must be properly staked and flagged to protect
adiacenl shellfish and water areas. For aerial applications, the
corners of each plot must be marked so the plot is visible from an
altitude of at least 50Cft.

»  Agrial applications must be on beds exposed at low tide.

*  Asingle application of imidactoprid per year is atlowed.

»  No adjuvants or surfactants are allowed with the use of this
product.

«  All applications must occur between April 15 and December t5.

» A 100-foot buffer zone must be maintained between the treatment
area and the nearest shelllish to be harvested when treatment is
by aerial spray; a 25 foot buffer zone is required if treatment is by
hand spray.

» Do not apply aerially during Federa! holiday weekends.

During aenal applications, al! public access areas within one-
quarter (1/4) mile and al! public boat launches within a quarter
{1/4) mile radius of any bed scheduled for treatment shal! be
posted. Public accass areas shall be posted at 500 fest intervals
al those access areas more than 500 faet wide. Signs shallbe a
minimum of 8 %2 x tt inches in size, and be made of a durable
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Draft Label

weather-resistant, white material. The sign will say “"Imidacloprid
will be applied for burrowing shrimp control on [date] on
commercial shell fish beds. Do not Fish, Grab or Clam within
one-quarter mile of the treated area. The location of the treated
area will be included on the sign.

«  The sign will include lettering shall be in bold black type with the
word "WARNING” or "CAUTION” at least one-fourth (1/4) of an
inch high. Signs shall be posted so they are secure from the
normal effects of weather and water currents, but cause no
damage to private property. Signs shall be posted at least 2 days
prior to treatment and shal! remain for at least 30 days after
treatment.

SPRAY DRIFT MANAGEMENT:

Avoiding spray drift at the application site is the respeonsibility of the
applicator. The interaction of many eguipment-and-weather-related
factors determines the potential for spray dnft. The applicator and the
entity authorizing spraying are respensible for considering all these
factors when making decisions.

To minimize spray drifl, the applicator should be familiar with and take
into account the following drift reduction advisory information.
Additional information may be available from state enforcement
agencies or the Cooperative Extension on the application of the
product,

The best drift management strategy and most effective way to reduce
drift potential are to apply large droplets that provide suflicient
coverage and control. Applying larger droplets reduces drift potential,
but will not prevent drift if applications are made improperly, or under
unfavorable environmental conditions {see WIND, TEMPERATURE
AND BUMIDITY, and TEMPERATURE INVERSIONS.

CONTROLLING DROPLET SEZE

. Volume - Use high flow rate nozzles to apply the highest
nractical spray volume. Nozzles with higher rated flows produce larger
droplets.

v Pressure — Do not exceed the nozzle manufaclurer’s
recommended pressures. For many nozzle types, lower pressure
produces larger droplets. When higher flow rates are needed, use
higher flow rate nozzles instead of increasing pressure.

. Number of Nozzles — Use the minimum number of nozzles
that provide uniform coverage.
. Nozzle Orentation — Orienting noizzles so that the spray is

released paralle! to the airstream produces larger droplets than other
arientations and is recommended practice.  Significant deflection from
the horizontal will reduce droplet size and increase drift potential.

» Nozzle Type — Use a nozzle type that is designed for the
intended application. Wih most nozzle types, narrow spray angles
nroduce larger droplets. Consider using jow-drift nozzles. Solid stream
nozzles oriented straight back produce the largest droplets and the
lowest drit. Do not use nozzles producing a mist droplet spray.

APPLICATION HEIGHT

Making applications at the lowest possible height (helicopter, ground
driven spray boom) that is safe and practical reduces exposure of
droplets to evaporation and wind.

ground) upwind. Swath adjustment distance should increase with
ncreasing drift potential (higher wind, smaller droplets, etc.}).

WIND

Drift potential is lowest between wind speeds of 3-f0 mph. However,
many factors, including droplet size and equinpment type, determine
drift potential at any given speed. Application should be avoided helow
3 mph due to variable wind direction and high inversion potenfial,
NOTE: Local terrain can influence wind patterns. Every applicator
should be familiar with local wind patterns and how they affect spray
drift,

TEMPERATURE INVERSIONS

Drift potential is high during 2 temperature inversion. Temperature
inversions restrict vertical air mixing, which causes small suspended
droplets to remain in 2 concentrated cloud, which can move in
unpredictable directions due to the light variable winds common during
inversions. Temperature inversions are characterized by increasing
ternperatures with altitude and are common oh hights with limited cloud
cover and light to no wind, They begin to form as the sun sets and
often continue into the moming. Their presence can be indicated by
ground fog, however, if fog is not present, inversions can also be
identified by the movement of smoke from a ground source or an
aircraft smoke generator. Smoke that layers and moves laterally in a
concentrated cloud {under low wind condilions} indicates an inversion,
while smoke that moves upward and rapidly dissipates indicates good
vertical air mixing.

AERIAL APPLICATION METHOOS AND EQUIPMENT
HELICOPTERS ONLY

Water Volume: Use 2 or more gallons of watler per acre. The actual
minimum spray volume per acre is determined by the spray equipment
used. Use adequate spray volume to provide accurate and uniform
distribution of spray paricles over the treated area and to avoid spray
driff. .

Managing spray drift from aerial applications: Applicators must follow
these requirements 1o avoid off-target drift movement: 1) boom length
—the distance of the outmost nozzles on the boom must not exceed 4
the length of the rotor, 2) nozzle orientation — nozzles must always
point backward paraliel with the alr stream and never be poinled
downwards more than 45 degrees, and 3) application height — without
campromising helicopter safety, applications should be made at a
height of 10 feet or less above the crop canopy or tallest plants.
Anplicators must follow the most restrictive use cautions to avord dnft
hazards, including those found in this labeling as well as applicable
state and local regulations and ordinances.

GROUND APPLICATION (BROADCAST)

Water Volume: Use 5 or more gallons of water per acre, The actual
minimum spray volume per acre is determined by the spray equipment
used. Use adeguate spray volume to provide accurate and uniform
distribution of spray particles over the treated area and to avoid spray
drift.

Spray tank should have constant agitation to assure adequate mixing
of product.

AERIAL APPLICATIONS

All precautions should be taken to minimize or eliminate spray drifi,
Helicopters can be used to apply PROTECTOR 2F; however, DO NOT
make applications by helicopter unless appropriate buffer zones can
be maintained to prevent spray diift out of the target area, or when
spray drift as a result of helicopter application can be tolerated. Aerial
equipment designed to minimize spray diift, such as a helicopler

7



Draft Label

equipped designed fo minimize spray driff, such as a helicopter
equipped with a MicrofollTM boom, Thru-VaiveTM boom or raindrop
nozzles, must be used and calibrated. Except when appiying with a
Microfoll boom, a drift control agent may be added at the
recommended {abel rale. To avold driff, applications should not be
made during inversion conditions, when winds are gusty or any other
conditions which allow drift. Side trimming is not recommended with
PROTECTOR 2F unless death of treated tree can be tolerated.

GROUND APPLICATIONS

Low Volume

Use equipment calibrated {o deliver 5 to 20 gallons of spray solution
per acre,

For low volume, selected proper nozzies fo avoid over-appiication.
Proper application is critical to ensure desirable results.

Restrictions During Temperature inversions

Because the potential for spray drift is high during femperature
inversions, do NOT make air applications during femperature
inversions.

Mixing and Loading Requirements

The use of a propedy designed and maintained containment pad for
mixing and loading of any pesticide info application equipment is
recommended. [f containment pad is not used, maintain a minimum
distance of 25 feet between mixing and loading areas and polential
surface fo groundwaler conduits such as fleld sumps, uncased well
heads, sinkholes, or field drains.

confainer. Do not reuse or relll this container. Offer for recycling if
avaliable. Triple rinse or pressure rinse container (or equivaient)
promptly after emptying.

Triple rinse as follows: Empty the remaining confents into appiication
equipment or a mix tank. Fili the container 1/4 fuil wih water. Replace
and tighten closures. Tip container on its side and roil # back and
forth, ensuring at least one complete revolulion, for 30 seconds.
Stand the container on its end and tip it back and forth several
times. Turn the container over onfo its other end and tip it back and
forth several fimes, Empty the rinsate into application equipment
or a mix fank or store rinsate for later use or disposal. Repeat this
procedure two more times.

Pressure rinse as follows: Emply the remaining confents info
application equipment or a mix tank and continue to drain for 10
seconds afler the flow begins fo drip. Hold container upside
down over application equipment or mix tank or collect rinsate for
later use or disposal. Insen pressure rinsing nozzle in the side of
the container, and rinse at about 40 psi for at least 30 seconds.
Orain for 10 seconds after the flow begins to dnp.

STORAGE AND BISPOSAL

Do not contaminate water, food, or feed by storage or disposal.

Pesticide $S1orage: Store in a cool, dry piace and in such a manner as
to prevent cross contamination with other pesticides, fertilizers, food,
and feed. Store in original container and out of reach of children,
preferably in a locked storage area. Handle and open containerin a
manner as to prevent spillage. If the container is leaking or materiai
spilled for any reason or cause, carefully dam up spilled materiai fo
prevent runoff. Refer to Precautionary Siatements on label for hazards
associated with the handiing of this material. Do not walk though
spilled material, Absorb spilled material with absorbing type
compounds and dispose of as directed for pesticides below. In spill or
leak incidents, keep unauthorized people away.

Pesticide Disposal: Wastes resulting from the use of this product may
be disposed of al an approved waste disposal facility.

CONTARER DISPOSAL [HANDLING]:

For containers smaller than § gallons: Nonrelillable container: Do
not reuse or refill this container. Triple rinse as follows: Emply the
remaining contents into application equipment or a mix tank and
drain for 10 seconds after the flow begins {o drip. Fill the coniainer
1/4 full with water and recap. Shake for 10 seconds. Pour rinsate
into application eguipment or a mix tank or store rinsate for later use
or disposal. Drain for 10 seconds after the flow begins fo drip. Repeat
this procedure two more fimes. Then offer for recycling or
reconditioning, of puncture and dispose of in a sanitary landfill, or by
other procedures approved by Slateé and local authorities. Plastic
containers are also disposable by incineration, or, if allowed by
State and local authorities, by buming. If burned, stay out of
smoke.

Nonrefillable Containers Larger than 5 Gallons: Nonrefillable

This product is registered by the Willapa-Grays
Harbor Oyster Growers Association, P.O. Box
3, Ocean Park, WA 98640




Urbanski, Jennifer

From: aschreib@centurytel.net

Sent: Wednesday, May 29, 2013 5:55 PM

To: Urbanski, Jennifer

Sulp vject: Re: labeis for 88867-R and -E

Attac hments Federal 2F Label Ver 8§ May 29 2013.doc; Federal__0_5G_Label Ver 8 May 28 2013.doc

iennifer,

We have made all requested changes except we cannot figure out what our EPA registration number is. | will
contdct someone at EPA frst thing tomorrow and track it down; otherwise, every thing should be i ln proper
ordér. Scrdii down for sdme answers to your questions.

From: Urbanski, Jennifer
Sent: Wednesday, May 22, 2013 10:45 AM

To: aschreib@centurytel. net
Subject: iabels for 88867-R and -E

Hi Aian, beiow are some required label revisions and a few clarifying questions. Can you please send me the revised
labels by Tuesday? Thanks!

R

Jenn

88867-R

1) Onpage 1, delete "Not for sale.... Association” and replace with “For use only in Wiltapa Bay/Grays Harbor, WA,
to control burrowing shrimp in commerciai sheilfish beds.”

2)., Please add in the EPA Establishment # and the company name and address.

31 On page 2 in the First Aid statements, if in eyes must be first. If on skin and clothing is not needed, but ifyouZ: ...
choose to keep it it must be underneath if in eyes.

4) On page 2 in the First Aid box, above Note to Physician, add “Have the product container or label with you when
caliing a poison control cenier or doctor or going for treatment. You may also contact 1-800-XXX-XXXX {add in
number here} for emergency medical treatment information.”

5] On page 2 move "Hazards to Humans and Domestic Animais” below "Precautionary Statements”.

6) On page 2 delete "when working in a non-ventilated space” from the PPE section.

7) Throughout the labei, you reference oyster beds but you also mention other organisms, like clams. For darity,

- change references from “oyster beds” to “commercial shelifish beds”.

8) On page 2, “Application INSTRUCTIONS” is misspeiled.

9) Onpage2, change maxnmum rate of 0.5 Ib a.i./acre of imidacloprid...” to read ””...maximum rate of 0.5 Ib a.i.
imidactoprid/acre ...

10} On page 2, change “Avoid the use of spreaders that would...” to read “Do not use spreaders that wouid....”

11) On page 2, change "All spreader equipment should be calibrated...” to read ”Alil spreader equipment must be
calibrated...”

12) On page 2, change “Do not harvest clams or oysters...” to read "Do not harvest shellfish...”

13) On page 2, please correct the foliowing sentence (see bold addition): “Public access areas shall be posted at 500
feet intervals at those access areas more than 500 feet wide.”

14) On page 3, as the PHI is 30 days, change “... shail remain for at least 3 days after treatment” to read ”....shail
remain for at least 30 days after treatment”.

15) On page 3 in the 5torage and Disposal section, after container disposai, add “non-refillable. Do not reuse or refill
this container.”



16) On page 3 in the Storage and wvisposal section, add “Pesticide Storage:” before the last two paragraphs and
move this section under the statement “DO not contaminate...”

88867-E

1} On page 1, delete “Not for sale.... Association” and replace with “For use only in Willapa Bay/Grays Harbor, WA,
to controi burrowing shrimp in commercial shellfish beds.”

2) Please add in the EPA Establishment # and the company name and address.

3) On page 2 in the First Aid statements, if in eyes statement is not needed and you may delete it if you wish.

4) On page 2 in the First Aid box, above Note to Physician, add “Have the product container or label with you when
calling a poison control center or doctor or going for treatment. You may also contact 1-800-XXX-XXXX [add in
number here) for emergency medical treatment information.”

5) QOn page 2 move “Hazards to Humans and Domestic Animais” below “Precautionary Statements”.

6} On page 2, delete the text in the Hazards to Humans sectien and replace with the following: “Harmfud is
swallowed. Harmful if inhaled. Harmful if absorbed through skin. Avoid contact with skin, eyes, or clothing.
Avoid breathing spray mist.”

7} On page 2 delete “when working in a non-ventilated space” from the PPE section.

8} Throughoutthe label, you reference oyster beds but you also mention other organisms, like clams. For clarity,
change references from “oyster beds” to “commercial shellfish beds”.

9) On page 2, change “...maximum rate of 0.5 Ib a.i./acre of imidacloprid...” to read “”...maximum rate of 0.5 Ib a.i.
imidacloprid/acre ...”

10) On page 2, change “Do not harvest clams or oysters...” to read “Do not harvest shelffish...”

Clarifying questions
1) Where did you get the Environmental Hazards language from? They differ between the two labels. Although this

is supposed to be confidential, { doubt it is any big deal to EPA.

took the language from their 2F and 0.5G label and copied it for our use. Somewhere along the way, someone

at EPA asked us to make some changes.
2} Where did the spray drift language come from on each label? isit on another label? Same story. It came off the

Nufarm labels and we were asked to change it to this language.

Jennifer Urbanski, Ph.D., Biologist
Insecticide-Radentlcide Branch, 57221 *Commercial/financial information may be

Registration Division {7S05P) . . . *
U5, Environmental Protection Agency entitled to confidential treatment

1200 Pennsylvania Ave. NW
Washington, DC 20460
{703) 347-015



Urbanski, Jennifer

From: Jonathan Peterson {jpeterson@centurytel.net]

Sent: Tuesday, June 04, 2013 3:29 PM

Toi. . Urhanski, Jennifer

Cc; - “Hebert, John

Subject: RE: Willapa-Grays Harhor Qyster Growers Association

Attachments: Federal__0_5G_lLabel Ver 8 May 29 2013_jmucomments 6.4.2013.doc; Federal 2F Lahel Ver

8 April 9 2012 6.4.2013.doc

Here are the cleaned up version, | must have clicked on something wrong, my apologizes. if you
need anything else please let me know.

S

Jonathan Peterson
Assistant Administrator

Ag Development Group, Inc.
Sbhteiber & Sons

Ph: 509-266-4348

Fax: 509-266-4317

From: Urbanski, Jennifer [mailto:urbanski,jennifer@epa.gov]

Sent: Tuesday, June 04, 2013 12:20 PM

To: Jonathan Petetson

Cc: Hebert, John

Subject: RE; Willapa-Grays Harbor Oyster Growers Association

sHrutea,

didonathan, the labels still aren’t the clean versions (all blue/red underlined text shouid be converted to plain black text
like you would see in a regular label and red strikeouts shouid be deleted]. Can you piease send these updated fabels to

both me and John Hebert? Thank you!

Jenn

From: Jonathan Peterson {mailto:jpeterson@centurytel.net]
Sent: Tuesday, June 04, 2013 2:04 PM

To: Urbanski, Jennifer

Subject: RE: Willapa-Grays Harbor Oyster Growers Association

Good morning Jennifer, here are the updated and cleaned up versions of the two documents you
requested. If you need anything else, please let me know. Thank you.

Jonathan Peterson
Assistant Administrator

Ag Development Group, Inc.
Schreiber & Sons

Ph: 509-266-4348

Fax: 509-266-4317



From: Urbanski, Jennifer [mailto:urbanski.jennifer@epa.gov]

Sent: Tuesday, June 04, 2013 6:23 AM
To: Jonathan Peterson
Subject: RE: Willapa-Grays Harbor Qyster Growers Association

Also, you still need the EPA Establishment # placeholder on the 2F product, in addition to the company address.... Alsa,
the address you have on the 0.5G label is not the same as the address on the registration application, which is P.O. box
3, Ccean Park, WA 88640. Which is correct? Be sure the correct one is on both labels.

From: Jonathan Peterson [mailto:jpeterson@centurytel.net]
Sent: Monday, June 03, 2013 12:03 PM

To: Urbanski, Jennifer

Subject: Willapa-Grays Harbor Oyster Growers Association

Jennifer, here is the latest changes for the two documents you requested. We are just waiting to hear
back about the EPA establishment number. If you have any questions please let me know. Thank

youl.

Jonathan Peterson
Assistant Administrator

Ag Development Group, Inc.
Schreiber & Sons

Ph: 509.266-4348

Fax: 509-266-4317



Plonxs resd Mi on severes befors completing form. Form roved., QM 00080 >
United States X | Re istration OPF identifier Number
o . g
wEPA Environmental Protection Agency X | Amendmaent
Washington, DC 20460 Other
 Application for Pasticide - Section |
1. %npa}?rm uot Nurmnber 2. EPA Product Managar 3. Proposed Classification
E¥6T-£ )

4. Company/Produst {(Nams} PMY "m D Fastricted

Protector 2F

5, Nemo and Addtess of Applicant fkuclude ZIF Codef 6. Expedited Review. In accordance with FIFRA Saction 3icH3}

(b}liY, my product is simiar or identical in composition-and fabeling
10:

EPA Reg. No,

Willapa-Grays Harbor Qyster Growers Association

P.0O. Box 3, Ocean Park, WA 98640 228-572

D Chock i this is 8 now sddress Product Name imidactoprid 2F tnsecticide/Nuprid 25C

Section - I1

Amandment - Explain bsow. D Final printed iabels In responss to

ings

to Agency lottor dated

P

. Agenuy lattar dated
.X

*Me Too® Application.
D Othar - Explain below.

[ oo

D Notification - Expisin balow.

Exp!anaﬁmi!_: Use additiens! pagois} if neceseary. {For section [ and Soction If.}

This is an a‘pplication for a me-tog registration and amendment to add control of hurfowing shrimp and ghost shrimp in oyster beds in
Willapa Bay and Grays Harhar, Washington, USA. iR-4 is filing a petition to support estahlishment of a tolerance in shellfish {no group
name 99, Monagraph Number 000;.

Section - HI

1. Meteriad This Product Wil Ba Packagad In:

[J wove

D Containar

Chiig-Resistert Packaging | Unit Packaging Water Solutle Packaging 2. Typs of Conteiner

Yes*© Yos Yoa Motal

No No No :;::c

- # “Yor® No. per H “Yas* No, par Paper
* Cortification must | {int Packagi cohtsinar Pacikage w, container Oth &if
be eubmitted ging wgt ge wit | or {Spacify)
3. Locotion of Nev C & Inf ation ; 4. Sizols} Rotait Contoiner £. Location of Labef Direct
Gn L.abs)

On Labaling sccompanying product

8. Manner in Which Labol is Affixed to Product

b

pownt,
T g
S

grap!

D{hiwr

Section - IV

i. Contact Point {Complere items diroctly Mwifw identification of individual to.bs coritacrad, if necessary, to process this spplicatonl

Name Title Telaphone No. finzlude Arsa Coda)
Alan Schreiber Designated Agent £G0-166-4348 :
Certification fes 6, Datc Applicston
i cortify thatthe s1atemonts | have meada on this form and &l stlachmants thoseto a/a tius, accurate ond compiate, Received
 scknowladga that eny knewingly felss or misisading ot t may be punishabla by fine or imprigonment or. , . | {S1rmiped}
both undor spplicahie lew. .
2. Signsture " 3. Title
Designated Agem
4, Typod Nune i 5. Dot
Alan Schreiber 2179012

EPA Form 8570-1 Rev. 8-94] Previous oditions aso obeolote.

Whits - EPA Flis Copy (origina)

Yaliow - Applicant Copy
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IR-4 Headquarters

Rutgers, The State University of New Jersey
500 College Road East, Suite 201 W
Princeton, N} 08540

732.932.9575

fax: 609.514.2612

ird.rutgers.edu

Providing Safe and” Effeclive Pest

Management Solutions for
Specially Crop Growers

February 7, 2012

Ms. Barbara Madden

EPA-QOPP-Document Processing (REGFEE)
Office of Pesticide Programs

U.S. Environmental Protection Agency

One Potomac Yard, Room S-4900

2777 8. Crystal Drive

Arlington, VA 22202

Dear Barbara:

RE:

Imidacloprid

Protector 0.5G, EPA Registration No. pending

Protector 2F, EPA Registration No. pending

Imidacloprid, including its metabolites and degradates, in or on the commodities in the
table below. Compliance with the tolerance levels specified below 1s to be determined by
measuring only the sum of imidacloprid (1-[6-chloro-3-pyridinyl) methyl]- & -nitro-2-
imidazolidinimine} and its metabolites containing the 6-chloropyridinyl moiety,
calculated as the stoichiometric equivalent of imidacloprid

New Uses:
Description IR-4 PR Source of New Tolerance
No.
Fish-shellfish, mollusc 10553 Volume 2
Fish none Volume 2 and approved waiver
request for fish uptake and
metabolism study

FEE CATEGORY: R170
REGISTRATION FEE: $119,952 (See IR-4 Exemption Request below)

Electronic Submission te Follow

The undersigned, Dr. Keith Dorschner, Entomology Program Manager, Interregional Research
Project No. 4, State Agricultural Experiment Station, Rutgers, The State University of New Jersey,
Princeton, New Jersey 08540, on behalf of the IR-4 Project and the Agricultural Experiment Station of
Washington submits this petition pursuant to Section 408(e) of the Federal Food, Drug and Cosmetic Act,
as amended, with respect to the pesticide chemical, imidacloprid (40 CFR 180.472),

Meajor funding for IR-4 Is provided by Special Research Grants and Hatch Act Funds from USDA-CSREES,
in cooperation with the State Agricuftura) Experiment Stations, and USDA-ARS.

RUTGERS

JHE S3ATE UNIVEREISY 14
OF REW 1E23¢7



List of Studies Submitted in Support of Proposed Tolerances for imidacloprid:

—
Vol. No. Volume Title

2 Imidacloprid: Magnitude of the Residue on Oyster

——

IR-4 Minor Use Submission in Suppott of Tolerances for Imidacloprid In or On Fish and
3 Shellfish (note: tliis is a volume of non-GLP studies and reports provided to IR-4 in support
of the registration)

I request that this petition be reviewed under the Pesticide Registration Improvemnent Act anyd tha:
EPA should exempt the registration fee for review of these uses.

The toxicological database for imidacloprid is complete, with the exception of az imriunotoxicity
study. The toxicology database for imidacloprid does not show any evidence of treatniini-related eflects
on the immune system. The overall weight of evidence suggests that this chemical does not direr:ty,
target the immune system.

An immunotoxicity study is required as a part of new data requirements in 40 CFR Part 158 for
conventional pesticide registration; however, the Agency does not believe that conducting a functional
immunotoxicity study will result in a lower POD than that currently used for overall risk assessment.
Therefore, a database uncertainty factor (UFDB) is not needed to account for lack of this study. EPA has
determined that reliable data show the safety of infants and children would be adequately protected with a
1X FQPA SF for all exposure scenarios, except acute dietary (all populations).

A developmental neurotoxicity study was performed with imidacloprid and well-defined NOAELs
were achieved in the study.

A fish uptake and metabolism study has not been performed for imidacloprid; however, a waiver has
been submitted to EPA and approved. See Volume 3 for the waiver rationale. ChemSAC approval of the
waiver is provided in Section G of the petition (Volume 1). A tolerance on fish is proposed in Section F
of the petition. EPA may consider this tolerance request appropriate if there are concerns about
inadvertent residues in fish as a result of oyster bed treatments.

I also submit the following in support of the proposed tolerances for imidacloprid:

Notice of Filing

EPA Formnt 8570-1 (Protector 0.5G)

EPA Form 8570-1 (Protector 2F)

EPA Form 8570-27 (Mallet 0.5G)

EPA Form 8570-27 (Imidacloprid 2F Insecticide/Nuprid 2SC)
EPA Form 8570-34 (Protector $.5G)

EPA Form 8570-34 (Protector 2F)

EPA Form 8570-35 (Protector 0.5G) Agency and Public copies
9. EPA Form 8570-35 (Protector 2F) Agency and Public copies
10. Protector 2F draft label (5 copies)

11. Protector 0.5G draft label (5 copies)

P NG e W
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The following non-GLP studies were provided to IR-4 in support of the registration. They are found
in Volume 3.

1.

S o

16.

11

12.

Experimental Applications of Imidacloprid to Control Burrowing Shrimp at the Commercial
Scale: 2008

Field Trials of Imidacloprid on Burrowing Shrimp, 2009

Rationale for Waiving the Need for a Fish Uptake and Metabolism Study

Toxicological Evaluation of Imidacloprid (as Imida E AG 2F) using Sheepshead Minnows
Assessing the Hazards of Imidacloprid fo Non-Target Fishes

Development of a new method for the determination of residues of the neonicotinoid’
insecticide Imidacloprid in juvenile Chinook (Oncorhynchus tshawyischa) nsing ELISA
detection

Final Report — December 2011 Non-Target Effects of Imidacloprid on Durgeness crab in
Willapa Bay, Washington 2008 t0 2011

Impact of imidacloprid on epi-benthic and benthic invertebrates: Initial stvdies to descrive the
Sediment Impact Zone (SIZ) related to imidacloprid treatments to manage birrowing shrimp
Impact of imidacloprid on epi-benthic and benthic invertebrates: Preliminary small [.do¢
studies, 2006-07 .
Studies on the non-target effects of imidacloprid on Dungeness crab in Willapa Bay;
Washington

SUPPLEMENT Toxicological Evaluation of Imidacloprid {as Imida E AG 2F) Using
Sheepshead Minnows — Draft Report submitted by Nautilus Environmental, LLC to the
University of Washington

Ecological Risk Assessment of Imidacloprid Applications to Control Burrowing Shrimp in
Oyster Beds of Willapa Bay and Grays Harbor, WA

Yours very truly,
Interregional Research Project No, 4

Petitioner
/ .
Per W ks
I

¥
Keith Dorschner, Ph.D.
Entomology Program Manager
Rutgers, the State University of NJ
500 College Road East, Suite 201 W
Princeton, NJ 08540

ce: Alan Schreiber
RFC (transmittal letter, petition)
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Form Approved OMB Nos. 2070-0060; 2070.0057: 2070.0107; 2070.01

&; UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
\\ 1200 Pennsyivania Avenue, N.W.
WASHINGTON, D.C. 20460

Papenwork Reduction Act Natice: The public seporting burden for this coltection of informatkn is estimated to average 1.25 hours per respanse for registration
and 0.25 howrs per regponee for reregistration and special review activities, ireluding time for seading the instnxtions and completing the nocessary forms. Send
comments regarding burden estimate or any other aspect of this collection of informatian, including suggestions for reducmg the burden to; Director, Collection
Suiwgil;s Division {2822T), U.5. Envirormertal Prolection Ageney, [200 Pennsylvania Averue, N.W., Washington, DC 20460, Danot send the compicted form
to thiz addrness.

Centification with Respect to Citation of Data

Applicanys/Registrant’s Name, Address, and Telephorie Number EPA Registration Numbar'File Symbol
Willapa-Grays Harbor Oyster Growers Assoc., P.Q. Box 3, Ocean Park, WA 98640 (»o0-500¢-3000¢)

Active Inaredient(e} and/or recresentative tast compotndfs) Date

Imidacloprid 22012

General Use Pattern{s) fist all those daimed for this product using 40 CFR Past t58) Produet Name

Aquatiz Food Crop Prolector 2F

NOTE: If your product is a t00% repackaging of another purchased EPA-registered product labelsd for all the same uses on your label, you do not need te
submit this form.  You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| em responding to a Data-Cali-In Nebee, and have included with this form = lis) of companies sent offers of compensaticn (fhe Data Matrix form should
D be used for this pumose).

SECTION |: METHOD OF DATA SUPPORT {Check ona method only)

a list of companies sent offers of compencation (the Data Matrix form under the selective method}, and have induded viih thie form a
should be used for this purpose). compieted list of data requirements {the Data Matix form mus! be
used).

D | am uging the cite-all method of support, and have induded with this form | am using the selective method of Support (of cite-all option

SECTION I GENERAL OFFER TO PAY
JRequired if uging the cile-all method or when using the cite-all option under the selective method to satisfy one or more data requirements§

| hereby offer and agree to pay compensation, to other persons, with regard Yo the approval of this appiication, to the extent required by FIFRA.

SECTION lIl: CERTIFICATION

| ceriify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all duta submitted or cited in the
application for registration, the form for reregistralion, o the Data-Cali-In response. Inaddition, If the cite-all option or cite-afl option under the selective miethod is
indicated in Section |, this application is suppored by all data i the Agency's fies that (1) concem the properties or effects of this product of an idenfical or
substantially simtar prodiucs, or one or more of the ingredients in $his product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this applicatian if the application sought the infial registration of a product of identical or similar compositien and
UsSes .

| certify thal for each exdusive use study ciled in suppost o this regisiration or veregistration, that | am the original data submitter or that | have oblained
the written permission of the original data submitter to cite that study.

1 ceriify that for cach study cited in support of this registralion or reregistration that is not an exclusive use study, either: {a) | am the originaf data
submitter; (b} | have oblained the permisston of the nriginal data submitfer to use the siudy In support of this applicabion; (¢) all periods of eligibiiity for .
compensation have expired for the study; (d) the study is in e public Herature; of (e) | have notified In willing the company that submitted the siudy andave
offered (1) to pay compensation to the extent required by sediiens 3(C)(E)(F) and/or 3(e)(2)B) of FIFRA; ard () o commence negouahom to deteming the
amount and [esms of compensation, if any, to be paid for the use of the shudy. ‘

I ceriify thatin all instances where an offer of compensation is required, copies of all offers to pay compensation .and evdame of thexr dal va;\n
acoordance with sections 3(c)( §)(F) andfor 3(5)(2)(B) of FIFRA are available and will be submrited [o the Agency upon request. Shoult 1 fail to produce such |
evidence to the Agency upen request, | understardd thal the Agency may Initiale actionto deny, cancel or suspendthe reg:straﬂon oF my prodesct It (o !oﬂnnywnn
FIFRA. i

| certify that the statements | have made on this form and all attachimonts te it are true, accurate, and comp[»tn | acknowfedge matany
knowingly false or misleading statement may be punishable by fine or Imprisonment or bothy undor applicable law. .

Qate
2112120%2

Typed or Printed Name and Tide
Aian Schreiber

Signalure

L UGB .
£PA Fom Ty (12 2003) % leonoric and Paper versions avaiiable. SUBMIt only Paper version.
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Form approved. OMB No. 2070-0080, 2070-0057, 20700107, 2070-0122, 2070-0164.

FA

United States
Enviranmental Protection dgency
Washingtan, DC 20460

Formuiator's Exemption Statemeni

(40 CFR 152.85)
Applicant's Name and Address EPA Fiile Symbol/Registraiion Number
Willapa-Grays Harbor Oyster Growers Association 688\0—1 -
PO.Box3 Product Name

Ocean Park, WA 98640 Peoide F

Dale of Confidentia! Statement of Formula {EPA Form 85704}

L2

As an authorizes representative of the applicant for repistration ot the praduct idenlified atove, | cerdify that
{1} This product contains the following active ingredienl{s):

Imidacloprid

{2) Ofthese, each active ingredient listed n paragraph (4) is pressnt solely as the result of the use of thal aclive ingredient in the manufacturing,
formulation or repackaging another produrt which contains ihat active ingradient which is repistered under FIFRA Section 3, is purchased by

us from another person and meets the requirements ot 40 CFR section 158.50(e)(2) or (3).
{3} Indicate Ly checking (A) or (B) below which paragraph applies:
T {A) Anaccurate Confidentiai Statement ot Formula {EPA FORM 8570-4) for the ahove ideniified pmduct is attached to this stalement.
That formula staterent indicates, by company name, registration number, and product name, |he source of the active ingradieni(s} listed in

paragraph (1)
OR

71 (8) The Confidential Statement of Formula (CSFY{EPA Form 8570-4) reterencedd above and on fle wilh the EPA is compiete, current, an
accusate and contains the information required on the current CSF.

(&) The tollowing active ingredients in this product qualify for the tormulalor’s exempion.

Source

Active Ingredient Praduct Name Registralion Number

Imidacioprid

*Product ingredient source information may be entitled to confidential
treatment*

Name and Titlz Dare

02/01/2012

Alan Schreiber

Copy 1 -EPA
Copy 2 - Agplicant copy
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NUFARM AMERICAS, INC.

4020 Aerial Center Parkway, Suite 101
Morrisville, NC 27560

Phone: 919-379-2515

August 31, 2012

Document Processing Desk {IR-4)
Office of Pesticide Programs

U.8. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202-4501

Subject: Letter of Authorization for Citation of Data- PROTECTOR 2F
Interregional Research Project No. 4 (IR-4)

To whom it may concern:

Nufarm Americas Inc. {000228) hereby grants permission to IR-4 pursuant to the Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA), 7 USC Section 138 et seq., to cite Nufarm Americas Inc. data on file with the US EPA for
NUPRID 2F, EPA Product Registration Number 228-484; and NUPRID 2SC, EPA Product Registration Number 228.572.
NUPRID 2F (228-484) and NUPRID 2SC (228-572) are identical in composition.

Product Chemistry: 228-572 {NUPRID 2 F)

MRID#

47306301 Houghton, R. (2007) imidacloprid 2F: Product Chemistry Volume Ii: Product Identity and Composition,
Description of Materials Used to Produce the Product, Description of the Formulation Process, ang
Discussion of Formation of Impurities. Project Number: RTP/07/105/REG. Unpublished study prepared

by Nufarm Americas, Inc. 102 p.

47306302 Houghton, R. (2007) Imidactoprid 2F: Product Chemistry Volume [II: Preliminary Analysis, Certified Limils,
and Enforcement Analytical Methods. Project Number: RTP/07/M05/REG. Unpublished study prepared
by Nufarm Americas, Inc. 28p.

46719708 Sannappa, H. {2005) pH of Agueous Solution/Suspension of Imidacloprid 240SC. Project Number:
4370/05. Unpublished study prepared by Advinus Therapeutics Private Limited. 26 p.

46718708 Anand, H. (2005) Viscosity of Imidacloprid 240SC. Project Number: 4371/05. Unpublished study
prepared by Advinus Therapeutics Private Limited. 33 p.

46742001 Anand, H. {2005) Physical State of Imidacloprid 240SC. Project Number: 4364/05. Unpublished study
prepared by Advinus Therapeutics Private Limited. 21 p.

46742002 Pardghasaradhi, \/. (2005) Cxidation/Reduction (Chemical incompatibility) of imidacloprid 240SC, Project
Number: 4365/05. Unpublished study prepared by Advinus Therapeutics Private Limited. 23 p.

46742003 Anand, H. {2005) Flammability of Imidacloprid 240SC. Project Number: 4366/05, Unpublished study
prepared by Advinus Therapeutics Private Limited. 25 p.

46742005 Pardhasaraghi, V. (2005) Density of Imidacloprid 240SC. Project Number: 4372/05. Unpublished study
prepared by Advinus Therapeutics Private Limited. 24 p.

47740301 Gravelle, W. (2009) Storage Stability and Corrosion Characteristics: Imidacloprid 2F {NUP-07387): 12-

Month [nterim Repori. Project Number: 24014, P800. Unpublished study prepared by Eurcfins-Product
Safety l.aboratories. 30 p.
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Acute Toxicity: 228484 (NUPRID 2F)

MRiD#
46742006

46742007

46742008

46742009

46742010

48742011

Latha, M. (2005) Acute Oral Toxicity Study (Acute Toxic Class Method) with Imidacloprid 240SC in Wistar
Rats. Project Number: 4325/05. Unpublished study prepared by Advinus Therapeutics Private Limited.
34 p.

Lathz, M. (2005) Acute Demnal Toxicity Study with Imidacloprid 2408C in Wistar Rats. Project Number:
4326/05. Unpubklished study prepared by Advinus Therapeutics Private Limited. 29 p.

Kumar, M. (2005) Acute Inhalation Toxicity Study with Imidacloprid 240SC in Wistar Rats, Project
Number. 4327/05. Unpublished study prepared by Advinus Therapeutics Private Limited. 43 p.

Yogeesh, B. (2005} Acute Eye Irritation/Corrosion Study with imidacloprid 240SC in New Zealand White
Rabbits. Project Number: 4329/05. Unpublished study prepared by Advinus Therapeutics Private
Limited. 44 p.

Yogeesh, B. (2005) Acute Dermati Irritation/Corrosion Study with Imidacloprid 240SC in New Zealand
White Rabbits: Final Repori. Project Number: 4328/05. Unpublished study prepared by Advinus
Therapeutics Private Limited. 38 p.

Venugopala, K. {2005) Skin Sensitization Study (Magnusson and Kligman Test) with Imidacloprid 240SC
in Guinea Pigs. Project Number: 4330/05. Unpublished study prepared by Advinus Therapeutics Private
Limited. 48 p.

RESTRICTIONS

t. This data citation authorization includes only the data listed above by MRID # submitted by Nufarm Americas inc.
for EPA Registration Number 228-484 and 228-572.

2. This data citation authorization is granted by Nufarm Americas Inc. in support of IR-4 registration of formulation(s)
deemed by US EPA to be substantizily similar to NUPRID 2F (228-484) and NUPRID 2SC (228-572).

3. This ietter does not authorize iR-4 to extend such data citation permission to any third pary.

All data authorized to be cited hereunder shall remain the propeny of Nufarm Americas Inc. and such data or data
citation right shall not be transferred by IR-4 in any manner whatsoever without express prior written consent of
Nufam Americas inc.

Should you have any gquestions please contact me at the address and telephone number above.

Regards,

Lo

Nathan P. Ehresman
Director, Regulatory Affairs
Nufarm Amencas, Inc.
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o

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, DB.C. 20460

Form Approved OMB No. 2070-0080

Paperwork Reduclion Act Notice: The pubiic reporling burden for Ihis coilection of informelion is estimated to everage 0.25 hours per response for reglsiralion aclivilies aiid 0.25 hours per response for

reregisiration and special review activitigs, including lime for reading the instructions and compleling 1he necessary forms. Send commenls regarding the burden eslimate or any cther aspec of thig collection
of information, Including suggestions for reducing the burden lo: Direclor, OPPE Informalion Managemen! Division (2137), U.S. Environmental Piotection Agency, 409 M Sireet, S.W., washinglon, DC 20460,
Do nol send the form 19 this address.

DATA MATRIX

Alan Schreiber, Desigated Agent

Dale  August 31, 2012 EPA Reg, NoJFile Symbol  88867- &. Page 1 of 5
Applicant's/Registrant's Name & Address: Product
Willapa-Grays Harbor Oyster Growers Assoclation, PO Box 3, Ocean Park, WA 88640 Protector 2F
Ingredient(s): imidacloprid (PC Code 129099)
e Gutdel:?:m Rl:;?mnce Guideline Study Name MRID Number Submitter (EPA CO#) Status Note
SERIES 830 SUBPART D: PRODUCT PROPERTIES TEST GUIDELINES
Sories 81 & 62 Data Requirements
830.1550/81-1 Product ideniity and Composition 47306301 Nufarm Inc (000228) PER
830.1600 / 61-2 Descriplion of the Materials Used fo Produce the Product 47306301 Nufarm Inc (000228} PER
8301820/ 61-2 Description of the Production Process - -~ NR Footnote 1
830.1850 7 61-2 Description of the Formulation Process 47306301 Nufarm Inc {000228) PER
§30.1670/61-3 Discussion of the Formation of impurities 47306301 Nufarm Inc (000228} PER
830.1700/ 62-1 Prefiminary Analysis - -~ NR Footnote 2
830.1750/62-2 Certified Limits 47308302 Nufarm Inc (000228) PER
830.1800/ 62-3 Enforcement Analyticai Method 473068302 Nufarm inc (000228) PER
Serios 63 (Phys/Chem Propertios) Data Reqguirements
830.6302 ;63-2 Color - v NR [Footnote 3
830.6303 / 63-3 Physical State 46742001 Nufarm Inc {000228) PER
830.6304 / 63-4 Cdor - - NR Footnote 4
830.7200/63-5 Meiting Point - - NR Foolnote 5
830.7220/63-6 Boiiing Point - e NR Foolnote 6
830.7300/ 63-7 Density, Bulk Density, Specific Gravity 46742008 Nufarm Inc (000228) PER
830.7520 Particle Size - - NR Footnote 7
830.7840/63-8 Solubility - - NR Footnote 8
830.7950 / 83.9 Vapor Pressure - - NR Footnote 9
[ Signature 7 /; Name and Titie: Date

August 31, 2012

; : { . 4 ' o #
/ ({Mi'/i @é( jf»\

EPA Form 8570-35 [8-97) Electronle and Paper versions availabls. Bubmll only Paper vorsioh.

Agsncy Inlgrnal Use Copy
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LY 4

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C, 20460

Form Appraved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reperting burden for this collection of information is estimated to average 0.25 hours per response for registration activitios and 0.25 hours per respouse for
reregistration and spectat review activities, inctuding time Tor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division [2137), U.S. Environmentat Protection Agency, 401 M Street, S.W., Washinglon, DC 20488,

Do not send the form o this addness.

DATA MATRIX
Date August 31, 2012 EPA Reg. No./File Symbol  88867- Page 2 of 5
Appiicant's/Registrant's Name & Address: Product
Willapa-Grays Harbor Oyster Growers Association, PO Box 3, Ocean Park, WA 98640 Protector 2F
ingredient(s): imidacloprid (PC Code 129099)
G”'“'P'?u?nﬁff’eme Guideline Study Name MRID Number Submitter (EPA CO#) Status Note
SERIES 830 SUBPART D: PRODUCT PROPERTIES TEST GUIDELINES
830.7370 /1 63-10 Dissociation Gonstant “ - NR Footnote 10
830.7570 / 63-11 Partition Coefficient e -- NR Footnote 11
830.7000 / 83-12 pH 46719708 Nufarm Inc (000228) PER
830.7050 UV/Vislble Absorption -- - NR Footnote 12
830.6313/63-13 Stability fo normal / elevated temparatures, metals and metal ions - -- NR Foolnote 13
830.6314 / 63-14 Oxidlzing/Reducing Reaction 46742002 Nufarm Ing (000228} PER '
830.6315 / 63-15 - Flammabillty 46742003 Nufarm Ing (000228} PER
830.6316 /63-16 Explodability 48742003 Nefarm Inc (000228) PER
830.8317 /6317 Storage Stabiiity 47740301 Nufarm Inc (000228} PER
830.7100 / 63-18 Viscosity 46719708 Nufarm inc (000228) PER
830.6319 / 63-19 Miscibiilty - Nufarm In¢ (000228) NR Fooinote 14
830.6320 / 63-20 Corrosion Characteristics 47740301 Nufarm inc (000228) PER
830.8321 /63-21 Dielectric Braakdown Voltage e - NR Footnote 15
Signature Name and Title: Date
| Alan Schreiber, Designated Agent August 31, 2012

S
"

Agency Intemal Lise Copy




401 M Street, SW.
WASHINGTON, D.C. 20460

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Fonm Approved OMB No, 2070-0060

Do not send the fonn to this addrass,

Paperwork Reduction Act Notice: The public reporting burden for this cofiection of informaticn is estimated to averaga 0.25 hours per response for regisiration activitias and 0.25 hours per rosponse fof
reregistration and special review acfivities, Including time for reading the instructions and compieting the necessary forms. Send comments regarding the burden estimaie orany other aspect of this collection
of information, inciuding suggestions for reducing the burden to: Director, OPPE Information Management Division (2837}, U.S. Envi:onmental Protection-Agency, 401 M Sirest, 8,W., Washington, DC 20460.

Boiling Point (830,7220) data are not required since Protector 2F Is an End use product 40 CFR §158.310 (e).

Particle Size (830.7520) data are not required since Protector 2F is aliquid End use product 40 CFR §158.310(f)(23)

Solubility (830,7840) data are not required since Protector 2F is an End use product 4¢ CFR §158.310 (e).

. Vapor Pressure (830.7950) data are not required since Protector 2F is an End use product 40 CFR §158.310 (e).

10. Dissociation Constant (830.7370) data are not required since Protector 2F is an End use product 40 CFR $158.310 (e).
11. Partition Coefficient {830.7570) data are not required since Protector 2F is an End use product 40 CFR §158.310 (e).
12, UV/Visible Absorption (830.7060) data are not required since Protector 2F is an End use product 40 CFR §168,310 (e).
13. Stability to normal / elevated temperatures, metals and metal ions {830.6313) data is not required since Protector 2F is an End use product 40 CFR §158.310 (e).

DATA MATRIX
Date August 31, 2012 E£PA Reg. No./File Symbol 88867~ Page 3 of 5
Applicant’s/Registrant’s Name & Addrass: Product
Willapa-Grays Harbor Oyster Growers Assoclation, PO Box 3, Ocean Park, WA 98640 Protector 2F
Ingredient(s): imidactoprid {PC Code 128099)
Guldeilne Reference
Number Gutdetine Study Name MRID Number Submitter (EPA CO#H) Status Nota
SERIES 830 SUBPART D: PRODUCT PROPERTIES TEST GUIDELINES
FOOTNCOTES

1. Protector 2F is produced by a simple batching process-and not through an integrated system therefore 830.1650 data is provided in lieu of 830.1820 data.
2. Protector ZF does not consist solely of TGA! and is not produced via an integrated system, therefore 830.1700 data are not required.
3. Color (830.6302) data are not required according to PR 92-§ since Protector 2F is an End use product and color is not expected to impact product performance,
4. Qdor (830.6304) data:are not required according to PR 92-5 since Protector 2F is an End use product and odor is not expected to impact product performance
5. Me!tmg Point (830.7200) data are not required since Protector 2F is an End use product 40 CFR §158.310 (e).

6
7
8
9

14. Miscibility (830.6319) data are not required since Protector 2F is not an emulsifiable fiquid for dilulion with petroleum solvents 40 CFR §158.310 (7(16),

1 15. Dleleciric Breakdown Voltage (830.6321) data are not required since Protector 2F js not for use around electrical equipment 40 CFR §158,310 (N(17).
Pl i
Signattre | ’ "//” /// Vi // Name and Title: Date

e xfﬂ,égm fia,

Aian Schreiber, Designated Agent

August 31, 2012

EPA Forin B570-35 {9-97] Elecironic and Paper versions availebla, Submil only Bapoer verslon

Agancy Inlerz:zl Lias Gopy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

404 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No, 2070-0080

Paperwork Reduction Act Notlee: The public reporting bucden for this collection ot intormation ts estimated o average 0.25 hoUrs per response for registration activities and 0.25 hours per response for
reregistration and speciat review activities, including time for reading the inslructions and completing e necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of informalion, including suggestions for reducing the burden to: Director, CPPE [nformalion Manzgement Division {(2137), U.S. Environmental Prolection Agency, 401 M Strest, S.W., Washington, DG 20460,
Do not send the form to this address.

DATA MATRIX

Alan Schrether, Designated Agent

Date August 31, 2012 EPA Reg. No./File Symbol  88867- Page 4 of 5
Applicant's/Registrant’s Name & Address: Producl
Willapa-Grays Harbor Oyster Growers Association, PO Box 3, Ocean Park, WA 58840 Protector 2F
ingredient(s}: imldacloprid (P Code 129099}
Guideline Reference Guldal MA CoH s Not
Number uldeline Study Name MRID Number Submiitter {EP. ] tatus ote
SERIES 870 SUBPART F: HEALTH EFFECTS TEST GUIDELINES
Acute Toxicity Data Regquirements
870.1100 /81t~ EP- Acute Oral Toxicity (RAT) 46742006 Nufarm inc (000228) PER
870.1200/ 81-2 EP- Acute Dermat Toxicity 46742007 Nufarm inc (000228) PER
870.1300/ 84-3 EP- Acute inhalation Toxicity {(waiver request) 46742008 Nufarm Inc (000228) PER
870.2400/81-4 EP- Primary Eye irritation 46742009 Nufarm Inc (000228) PER
870.2500/ 8t-5 EP- Primary Skin firitation 46742010 Nufarm inc (000228} PER
870.2600/81-6 £P- 8kin Sensttization 45742011 Nufarm inc (000228} PER
FOOTNOTES
Signature Name and Title: Date

August 31,2012

,’.;1 £ psr /-;
Uit
W 4L
EPA Forn 8570-35 1997} Elaclionic snd Papar versions availeble. 2 o0ly PARET version. '

Agency Inlernal Use Copy




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0080

401 M Street, SW.
WASHINGTON, D.C. 20450

Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 howrs per response for reglsiration aclivities and 0.25 hours per response for
reregistration and speciat review activities, inciuding time for reading the instructtons and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this cotiection
of informatton, including suggestions Tor redurcing the burdern to: Director, OPPE thformation Managsment Division {2137), U.S. Environmentat Protection Agency, 40t M Street, 8.W., Washington, DG 20480,

B0 not send the form to this address,
DATA MATRIX
{ Date August 31, 2012 EPA Reg. No./File Symbol  88867- Page 5 of 5
Applicant's/Registrant's Name & Address: Product
Wiilapa-Grays Harbor Oyetor Growers Association, PO Box 3, Ocean Park, WA 98640 Protector 2F
| Ingredient(s). imidacioprid (PC Code 129099)
Guidsline Reference Number Gutdetine Study Name MRID Number Submitter (EPA CO#) Status Note
imidacioprid Generic Data Requirements
Addressed via Formuiators Exemplion (40 CFR 152.85)
FOOTNOTES
N , ) s
Signature P yayayd Name and Title: Date
/’b( /l}f’% i{i/{f/ﬁcf/{ Alan Schreiber, Designaled Agent Augusi 31, 2012
Agency Iniermai Uso Copy

EPA Form 8570-35 19-97} Electronic and Paper vsrsions avaiable, Submil only Paper vers(on.
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. . Fortn Approved OMB No. 2070-0060
'&3 - UNITED STATES ENVIRONMENTAL PROTECTION AGENCY .o :
(W,, 401 M Street, S.W.
WASHINGTON, D.C., 20460
Paperwork Roduction Act Notice: The public reporibg burden for this coliaction of information is eslimated to average 0.25 hours per response for regisiration aclivilies end 0.25 hours per respense for
reregistration and special reviaw ackvities, including tims for reading the insliuctions and complefing lhe aecessary forms, Send comments regasding the burden esiimale or #v ofw~r aspest of this colizeton of
infsmation, Including suggestions for reducing the birden fo: Director, OPPE {nformation Managament Division (2137}, U.S. Enviranmentat Protection Agency, 401 M Street, S.W,, Wastjitagion, DC 20450. Do rat
send the form to this address. . .. e
DATA MATRIX

Dale 2/1/2012 EPA Reg No./Fie Symbai  Comapny Number Pending Page1 f 1
Applicant’sReglstrent’s Name & Address Producl
Willape-Grays Harbor Oyster Growers Association, P.O. Box 3, Ocean Perk, YA 98540 Protactor 2F

INGEOENT  imidacioprid CAS No. 138261-41-3

Gudelina Reference Number Guitetine Sludy Name MRID Number Submifter Status Note

1 " Chemicat igentity 47308301 228 PER

2 Slaternanl of Compostiion 47306301 228 FPER

3 Formation of impurilies 47305302 228 PER

i Preliminary Analysis 47308302 228 PER

2 Cerfification of Limits 47303302 228 PER

3 Analytical Method 47305302 228 PER

i7 Storaga Stability 47740301 228 PER

20 Corrosion Characleaslics 47740301 228 PER

1 Accute Oral Toxicily Ral 48742008 228 PER

2 Accute Demmai ToxicHy Rat/Rabbi 46742007 228 PER

3 Accltte inhslation Rat 46742008 228 PER

4 Primary Eye [rritation ~ Rabbit 45742008 228 PER

5 Primary Dermat irritation ~ Rabpit 46742010 228 PER

8 Demat Sensitization — Gulnsa Plg 46742011 228 PER

Synature Namp ang Title Date

] Alan Schrelber, Dasignates Agent 02/01/2012
EPA Form 8570-35 (9-97) Eleciranic and Paper versions avaitable. Submit only Papser version. Ageancy internalUse Copy
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P Form Approved OMB No. 2670-0060
{\&S% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
moc#

401 M Street, SW.
WASHINGTON, D.C. 20460

Paparwork Reducttan Act-Notice: The pubtic reporting burden for this cotiection of intormation is estimated to average 0,25 hours per response fos registration activities ard .25 hows per response for
reregisiration and speclai review activities, inctuding time Tor reading the instruclions and complefing (he necessary forms. Send comiments regarding the kurden estimate or any ofher aspact ot this coilection of
information, including suggestions for reducding the burden to: Director, OPPE information Management Division (2137), U.S. Environmentai Protection Agency, 401 M Sbact 8.AL, Washington, DC 206460, Do not
send the form fo this address., I,

s i

DATA MATRIX
Date 2/1/2012 EPA Reg No.fFiie Symbot Comapny Number Pending 1 Page1 ot 1
Appiin’aRegistmnt's N.sm & Address Prodgiuct
Witiapa-Grays Hartior Oyster Growers Associaiion, P.Q. Box 3, Ocsan Park, WA 88640 Protacior 2F
ingigaisFit iidacioprid CAS No. 138261-41-3
Gukietine Referenca Number Guideilhe Study Name MRID Number Submitter Staius Note

228 PER

228 . PER

228 PER

228 PER

228 PER.

228 PER

228 PER

228 PER

228 PER

228 PER

228 PER

228 - PER

228 PER

228 PER

Sknaiune ' ) p Name and Titie Date
Alan Schreiber, Dasignated Agent 02/01/2012

EPA Form 857035 (8-97) Electrenic and Paper versions avallabla. Submit dnly Paper version. Publle Rilo Copy
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Decision #: 461088

DATA PACKAGE BEAN SHEET OP #: (405567)

Date: 27-Sep-2012 A
Page 1 of 1 Parent DP #:
Submission #: 911548
E-Sub #:

** * Registration Information * * *

Registration: .88867-E - PROTECTOR 2F
Company: 88867 - WILLAPA-GRAYS HARBOR OYSTER GROWERS ASSDCIATION

19

¥

Risk Manager: RM 01 - Venus Eagle - (703) 308-8045 Room# PY1 §-7813
Risk Manager Reviewer. Jennifer Urbanski JURBANSK
Sent Date: . PRIA Due Date; 06-Jun-2013 Edited Due Dale:

Type of Registration: Product Registration - Secticn 3

Action Desc. (R170) NEW USE:EACH ADDITIONAL NEW FDDD USE;

Ingredients: 128088, Imidacloprid(21.4%)

*** Data Package Iinformation * * *

Expedite: () Yes @ No Date Sent: 27-Sep-2012 Due Back:

DP Ingredient: 1280898, Imidacloprid

DP Tifle:

CSF Included: @ Yes () No Labet Included: @ Yes (O No Pareri DP #:

o

Assigned To Date tn Dafe Out /
Last Possible Science Due Dale: (8-Dec-2012

Organization: RD / TRB

Team Name: CHEM Science Due Date:

Reviewer Name: Sub Data Package Due Date: -

Contractor Name:

* %% Studies Sent for Review * * *

No Studies
*** Additional Data Package for this Decision * * *
Can be printed on its own page

*** Data Package Insfructions ** *

Attn PC reviewer: Please delermine if the studies cited for PG supporiihe registration of this product. The registrant claimsihal 1hey are
substantially similar1o 228-572. I've included the label, data matnx. and csf. Please let me know if you need anything else, 1hanks!
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

§ OFFICE OF CHEMICAL SAFETY
% AND POLLUTION PREVENTION
" OFFICE OF PESTICIDE PROGRAMS
N ao‘iﬁd‘ REGISTRATION DIVISION {7505F)
DP BARCODE No.:405587 DECISION No.: 461088 ACTION CODE: R179
PC Code(s): 129099 EPA Reg. No. 88867-E FOOD USE: Yes
DATE: December 3, 2012
T
PVYe

SUBJECT: Product Name: Protector 2F

\ Tl
FROM:  Akiva Abramovitch, Ph. D. A} %(W

Product Chemistry Team
Technical Review Branch / Registration Division (7505P)

TO: Jennifer Urbanski/Venus Eagle, PM 01
Insecticide/Rodenticide Branch/RD (7505P)

Registrant Name: Willapa Grays Harbor Oyster Growers Association
Formulation Type: Liquid

INTRODUCTION:

The applicant requested a "me-too" registration of subject product claiming its similarity
(identical) to Imidacloprid 2F Insecticide, EPA Reg. No. 228-572. In support of the
application, the applicant cited product chemistry data of EPA Reg. No. 228-572 and
provided an authorization letter from Nufarm to use their data. Also submitted a basic
CSF dated February 21, 2012 and a proposed label.

FINDINGS:

1. The subject product was produced by a non-integrated formulation system,
meaning that the active ingredient in the product is registered. The product
contains 21.4% Imidacloprid Technical.

2. The subject product is 1dentical in composition but not in labeling to the cited
product EPA Reg. No. 228-572. Both products contain the same active ingredient
at the same nominal concentration from an 1dentical source, upper/lower certified
limits for all the ingredients, and physical/chemical properties.

29



DP BARCODE No.:405587

PC Code(s): 129099 EPA Reg. No. 88867-E FOOD USE: Yes

3. The label claim nominal concentrations of 21.4% Imidacloprid is consistent with
that in the basic CSF, both are in compliance with the regulations of PR Notice
91-2.

4. A Since the label lists food uses the ingredients were approved for food uses
under 40CFR 180.920

CONCLUSIONS:

1. From the product chemistry view point, the subject product is substantially similar
in composition and labeling (% active ingredients) to EPA Reg. No. 228-572 but
the label uses (food vs non-food and use pattern) are substantially different.

2 Based on the finding of 1. above, the TRB will have no objections for the use of
the data from Imidacloprid 2F Insecticide, EPA Reg. No. 228-572 and for the
“me-too” registration of the subject product.

3. The basic CSF dated February 21, 2012 is acceptable,

4. The proposed label was screened as it pertains to the product chemistry

requirements, The review of the proposed label and uses are the purview of the
RM team.

DECISION No.: 461088 ACTION CODE: R170
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Decision #: 461088

DATA PACKAGE BEAN SHEET DP #: (405588)
Date: 27-Sep-2012 PRIA -
Page 1 of 1 Parent DP #:
Submission #: 311548
E-Sub#:

** * Registration Information * **

Registration: 88867-E - PROTECTOR 2F \ 5
Company: 88867 - WILLAPA-GRAYS HARBOR OYSTER GROWERS ASSOCIATION }ﬁ \/}.

Risk Manager: RM 01 - Venus Eagle - (703) 308-8045 Roomi# PY1 S-7913

Risk Manager Reviewer: Jennifer Urbanski JURBANSK
Sent Date: PRIA Due Date: 08-Jun-2013 Edited Dug Date:

Type of Registration: Product Registration - Section 3
Action Desc. (R170) NEW USE,EACH ADDITIONAL NEW FOOD USE;

Ingredients: 129099, Imidacloprid{21.4%)

*** Data Package Information * * *

Expedite: () Yes @ No Date Sent: 27-Sep-2012 Due Back:

DP Ingredient. 129099, Imigacloprid

CP Title:

CSF Included: € Yes (O No Label included: @ Yes (O No Parent DP #: L

Assigned To Date In . | / |

Qrganization: RD / TRB ... lLastPossible Science Due Date: 08-Dec-2012 "

Team Name: TOX : Science Due Date:

Reviewer Name: Sub Data Package Due Date:

Contractor Name: [N

* ¥ * Studies Sent for Review * * ¥
No Studies

* ** Additional Data Package for this Decision** *

Can be printed on its own page

*** Data Package Insfructions * * *

Attn AT reviewer: Plgase determ ne if the studies clted for acute tox support the registration of this product. The registrant claims they are
substantially similar to 228-572. Ive includad the label, CSF, and data matrix. Thanks!
_/

y -~
B
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EPA Filec Symbol 88867-E
PC Code 129099 (imidacloprid)

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

STy WASHINGTON, D.C. 20460
.2 P
% g
D OFFICE OF CHEMICAL SAFETY AND
POLLUTION PREVENTION
TECHNICAL REVIEW BRANCH
SIMILARITY DETERMINATION
05/DEC/2012
MEMORANDUM
Subject: Name of Pesticide Product: Protector 2F
EPA Reg. No. /File Symbol: 88867-E
DP Barcode: D405588
Decision No: 461088
Action Code: R170
PC Codes: 129099 (imidacloprid)
From: Eugenia McAndrew, Biologist % ﬂ/( (;—va»f’ i . -
Technical Review Branch : \/[  crlon
Registration Division (7505P) _
' . //"'MV
To: Jennifer Urbanski, RM Team 01 '
Insecticide-Rodenticide Branch
Registration Division (7505P)
Applicant: ~ Willapa-Grays Harbor Oyster Growers Association
P.O. Box 3
Ocean Park, WA 98640
FORMULATION FROM LABEL.:
Active Ingredient(s): % by wit,
Imidacloprid 214
QOther Ingredients: 76.6
. Total: 100.0%

ACTION REQUESTED: The Risk Manager requests: “Please determine if the studies for
acute tox support the registration of this product. The registrant claims they are substantially
similar to 228-572.”

Page | of 3
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EPA File Symbol 88867-E
PC Code 129099 (imidacloprid)

BACKGROUND: Willapa-Grays Harbor Oyster Growers Association has applied for
registration of Protector 2F, EPA File Symbol 88867-E, claiming similarity to Nuprid 2SC
Soil/Foliar Insecticide, EPA Reg. 228-572. Both products contain 21.4% imidacloprid. The
submission includes a basic CSF dated February 28, 2012, a label, data matrix and company
letter.

The data matrix cites acute toxicity studies with MRIDs 467420-06 fo -11. A search of the OPP
electronic databases shows that these studies were cited to support the registration of 228-572 in
a prior TRB memo (Hashim; D348064; EPA File Symbol 228-LTE; 28/JAN/2008).

RECOMMENDATIONS:

1. TRB compared the basic CSFs of the proposed product, 88867-E, and the cited product, 228-

572, and determined that the two formulations are toxicologically similar. The acute toxicity
data referenced above may be used to support the proposed product. However, the two products
are not similar in labeling.

2. The acute toxicity profile for the proposed product, Protector 2F, EPA File Symbol 88867-E,
is as follows:

acute oral toxicity 11X cited MRID 46742006
acute dermal toxicity IIT cited MRID 46742007
acute inhalation toxicity 11 cited MRID 46742008
primary eye irritation v cited MRID 46742009
primary skin irritation IV cited MRID 46742010
dermal sensitization negative cited MRID 46742011

3. The proposed basic CSF submitted for §8867-E must be reviewed and accepted by the TRB
Product Chemistry Team.

4. This memorandum pertains only to the decision concerning whether the subject product is
similar to the cited product from an acute toxicological view point. For the purposes of this
action, TRB has made no further determination of the adequacy of the toxicological data base or
the precautionary label of the cited product.

LABELING: Based on the toxicity profile above, the following are the precautionary and first
aid statements for this product as obtained from the Label Review System:

PRODUCT ID #: 088867-00002
PRODUCT NAME: Protector 2F

PRECAUTIONARY STATEMENTS
SIGNAL WORD: CAUTICN

Page 2 of 3
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EPA File Symbol 88867-E
PC Code 129099 (imidacloprid)

Hazards to Humans and Domestic Animals:

Harmful if swallowed. Harmful if absorbed through skin. Harmful if inhaled. Avoid contact with skin, eyes
or clothing. Avoid breathing spray mist. Wash thoroughly with soap and water after handling and before
eating, drinking, chewing gum, using tobacco or using the toilet, Wear long-sleeved shirt and long pants,
socks, shoes, and gloves.

First Aid:

If swallowed:

-Call a poison control center or doctor immediately for treatment advice.
-Have person sip a glass of water if able to swallow.

-Do not induce vomiting unless told to by a poison control center or doctor.
-Do not give anything to an unconscious person.

If on skin:

-Take off contaminated clothing.

-Rinse skin immediately with plenty of water for 15-20 minutes.
-Call a poison control center or doctor for treatment advice.

If inhaled:

-Move the person to fresh air.

-If person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably mouth-to-
mouth if possible.

-Call a poison contral center or doctor for further treatment advice.

Have the product container or label with you when calling @ poison control center or doctor or going for
treatment. You may also contact 1-800-x0x¢-xcox for emergency medical treatment information,

User Safety Recommendations:

Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, using
tobacco or using the toilet. Remove and wash contaminated clothing before reuse.

Page 3 of 3
34



Decision #: 461088

DATA PACKAGE BEAN SHEET DF i#: {399382)

Date: 26-Mar-2012 PRIA
Page 1 of 1 Parent DP #:
Submission #: 911548
** * Registration Information * * * E-Sub#:
Registration; 88867-E - PROTECTOR 2F
Company. 88867 - WILLAPA-GRAYS HARBOR OYSTER GROWERS ASSOCIATION
Risk Manager: RM 01 - Venus Eagle - (703) 308-8045 Roomit PY1 5-7913
Risk Manager Reviewer: Jennifer Urbanski JURBANSK
Sent Date: Calculated Due Date: 068-Jun-2013 Edited Due Date:
Type of Registration: Product Registration - Section 3
Aclion Desc. (R170) NEW USEEACH AGDITIONAL NEW FOOD USE;
ingredients: 129098, Imidacloprid{21.4%)
*** Data Package Information ** *
Expedite: {) Yes @ No Date Sent: t5-Mar-2012 Due Back:
DP Ingradient: 129099, Imidacloprid
DP Title:
CSF Included: @ Yes (O No Label Included: @ Yes () No Parent DP #:
Assigned To Date In __Date Out
Organization: EFED / ERBS Last Possible Science Due Date: 08-Dec-2012
Team Name; - Science Due Dale:
Reviewer Name: Sub Data Package Due Dale:

Contracior Name:

** * Studies Sent for Review * **

No Studies

*** Additional Data Package for this Decision > **

No Additional Data Packages

*** Data Package Instructions ** *

Attn reviewer: Please perform an ecological risk assessment for the use of imidacloprid on oysier beds to control burrowing shrimp. Joe Decant
has been working on the EUP for the same use. Alfached is the cover letter, label, and CSF. | also aftached the label checklisi--you'll note that
there are a number of missing pieces. | have already contacted the registrant on these matters and he senf me a revised jabel which is
aifached. There were a few ouisianding issues that he is looking into now. | noted these on the checklist and also included his email where he
explains whether he has addressed each concern. I'ff send the new information along when [ receive it from the registrant. DP#399877 has
also been beaned up and has the same use pattern, Thanks!
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF GHEMICAL SAFETY
AND POLLUTION PREVENTION
MEMORANDUM
DATE: February 21,2013
SUBJECT: R4 Petition for the Use of Imidacloprid on Shellfish Beds in Willapa Bay and
Grays Harbor, State of Washington
(PC Code 129099; DI Barcode D399685, 399877, 399882)
FROM: Joseph DeCant, Ecologist
Michael Barrett, Senior Chemist
Environmental Risk Branch 5
Environmental Fate and Effects Division (7507P)
THRU: Mah T. Shamim, Ph.D, Branch Chief
Environmental Risk Branch 5
Environmental Fate and Effects Division (7507P)
TO: Sidney Jackson, Risk Manager Reviewer

Barbara Madden, Minor Use Team Leader #035
Risk Integration, Minor Use and Emergency Response Branch
Registration Division (7505P)

The Environmental Fate and Effects Division (EFED) has completed its review of an IR4 new
use petition for the use of imidacloprid (formulated as Protector 0.5G and Protector 2F) on
shellfish beds at Willapa Bay and Grays Harbor in the state of Washington. Based upon areview
of this new use and the labeled the maximum yearly use rate, the risks are outlined in Table 1.

Acute and Chronic Risk to None
EBstuarime/marine Fish

Acute and Chronic Risk to Acute and Chronic on-site risk to free-swimming and benthic
Estuarine/Marine Invertebraies | invertebrates; off-site acute risk te listed benthic invertebrates and chronic

risk to henthic invertebrates due to flowable formulation

Aquatic Non-Vascular and None
Vascular Plants

Birds

Acute risk due to flowable formulation applied to exposed mudflats
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Mammals None

Concerns to Terrestrial Non- Concerns for invertebrates other than bees due to flowable formulation
Target Insects applied to exposed mudflats
Terrestrial Plants None

Unecertainties and Additional Data Needs

There are a number of uncertainties that translate into data needs related to the proposed use of
imidacloprid on shellfish beds in Willapa Bay and Grays Harbor. There is uncertainty related to
actual exposure levels in situ at both on-site and off-site locations in pore water, sediments, and
overlying water. Furthermore, while preliminary data have been submitted to the Agency
regarding effects to the biotic commumty at on-site and off-site locations, additional data are
needed to evaluate the potential for long-term effects to the biotic community. EFED anticipates
that final reports for both the 2011 and 2012 seasons will be submitted to the Agency for review,
These reports should include sampling of vegetation, pore water, sediment, overlying water, and
biotic community metrics at on-site and off-site locations. In addition to these EUP data,
additional monitoring of concentrations over time in Willapa Bay and Grays Harbor would also
help to address the uncertainty related to the persistence of imidacloprid and possible long-term
concentrations in sediments. This additional monitoring may be addressed through the NPDES
permitting process with the State of Washington. The monitoring data collected as part of the
NPDES program should then be submitted to the Agency for review. These reports and
additional data would provide a basis for further evaluating the conclusions in this assessment
and assist EFED to confirm or ¢liminate potential concerns from the risk conclusions identified
in this assessment.

Another area of uncertainty relates to the degradates and their toxicity to fish. Current EcoSAR
estimates of toxicity from EPISUITE poorly estimate toxicity levels of parent imidacloprid, and
may therefore be providing poor estimates of the degradates as well. It appears that EPISUITE
is underestimating the toxicity of the parent imidacloprid by two orders of magnitude. If this
same margin of safety (two orders of magnitude) is applied to the degradates of concern, the
desnitro olefin, desnitro (guanidine), and urea degradates remain a potential concern. At present
EFED has not identified data on the desnitro olefin degradate and its rate of formation relative to
the parent. Concerning the other two degradates, preliminary pore water data suggest that the
urea and desnitro (guanidine) metabolites are likely forming. Monitoring data to be submitted
from 2011 and 2012 EUP studies may address this uncertainty if levels of the chronic total
residue levels in overlying water are undetectable. However, if the monitoring data reveal that
these degradates form at relevant levels or if no data on these degradates are available, then
additional toxicity information for these three degradates to saltwater fish would address this
uncertainty. An acute toxicity test with sheepshead minnow (850.1075) using the appropriate
- degradates would provide an initial comparison with the parent compound. If the degradates
~ appear to be more toxic than the parent compound, additional chronic testing (850.1400) may be
warranted.
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Note to file:

See jacket for 88867-R for ecological risk
assessment
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21-Day Screen Completed bv
Contractor

21-Day Expires on 3-&£ - /4

Jacket # 288.7-£
MRID# 9 7%/

Content Screen: Recommend to Pass{Fail

11-3 Review: |\Pass/Fail/NA

Overall Status: Recommend to Pass/Fail /

Transfer This Jacket to:

S 72/?7/%/») Settmble

(&
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NEW APPLICATIONS

DATE: 2/10/20] 2

FILE NUMBER: §7857-F

FEP (OPPIN ENTRY) 4V FBisan
{Initial & date)

{Eﬁiﬁaﬁ & date)

SEG:

(Initial & date)

FILE ROOM:

(Initial & date)
_JASSIGNTOPM $/ (NODATA)

JACKET TO SHELF (DATA)
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PRIA 2 - 21 Day Content Screen Review Worksheet
(EPA/OPP Use Only)

3/23/09
21 Day Screen Start Date: - (0= 19 S
Experts In-Processing Signaiure: B /A Dates2 —/ 7~/ 2 —Fee Paid: Yes v
Division management contacted on issues  No Yes Date

EPA Reg. Number § F§(7- F EPA Receipt Date: @ — £ 0 = 2 2—

Items for R_evféw Yes | No | N/A*

Application Form (EPA Form 8570-1)(link to form) signed & complete
including package type

Confidential Statement of Formula all boxes completed, form signed, and
dated (EPA Form 8570-4) (Link to form)
a) All inerts (link to http://www.epa.gov/opprdU01/inerts/), yes ne
including fragrances, approved for the proposed uses (see
Footnote A) Vol - Ceen ) 7<

Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to
form) completed and signed (N/A if 100% repack)

Certificate and data matrix consistent

yes | no

If applicant is relying on data that are compensable, is the offer
to pay statement included. (see Footnote B)

If applicable, is there a letter of Authorization for exclusive use only.
Formulator’s Exemption Statement (EPA Form 8570-27) (Link to form)
4 | completed and signed (N/A if source is unregistered or applicant owns the )L

technical)

Data Matrix (EPA Form 8570-35) (Link to form) both internal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100%

repack)

yes | no
a) Selective Method (Fee category experts use) '

b) Cite-All (Fee category experts use)

¢) Applicani owns all daia (Fee category experts use)

5 Copies of Label (link to http://www.epa.gov/oppfeadl/labelin
6 | (Electronic [abels on CD are encouraged and guidance is available)( link to
http://www.epa.gov/pesticides/regulating/registering/submissions/index.htm#labels

)




Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to
http://www.epa.gov/pesticides/regulating/tolerance petitions.htm) included
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd001/workplan/reducedrisk.html)

r &

10

Required Data (link to
hitp://www.epa.gov/pesticides/regulating/data_requirements.htm) and/or

data waivers. See Footnote C.

a) List study (or studies) not included with application
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*Inert ingredient information may be entitled to confidential treatment*
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; o
Footnotes Pm OI/(/,

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must cither 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application, Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms. data and
documentation resolving the inert issue must have beenreceived by the Agency or the
application withdrawn within the 21 day period. otherwise. the Agency will reject the
application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web

3 43



site [link to http://www.epa.cov/opprd001/merts/lists.html] and if the inert is not
approved, to obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing

delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IYAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to
http://www.epa.cov/oppbpnd1/biopesticides/contacts _bppd.htm].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprd001/inerts/tips.pdf] must also be included
to enable the Agency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the A gency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Omnce an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

I. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
A531. The Agencyrecommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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seript for Rejection Phone caﬂsi

Contact Name: A Los1 Jj({es VA / Amendee B '{ﬁg (9 G/éb
Phone #: 509~ 266~u3uykL e \
Email: §t el b(@ ¢ mmw Fel -y ef ‘i/

First Call/Initials: Second Call/Initials:

Date: ¢2-1F— 20172 Date: 07— 22-2017 02-423-2012
Time:  33j4 puan Time: g ; ysasn | U5 e

Thisis_ S/ ;i g Thaegt g , EPA contractor.

I’m calling regarding gzour submission in support of #7£ L0 0l Pag te Uroa,
20 (CPA_Reg 4 88865-E) qud Paokeung 050 (£ PAKIGH 2834 7~-~K;

We have found the i@wing deficiencies regarding:

PR Notice 2011-3: Yegor No
Volume/Study Title:

Vg (2) por MR p-u83y1g nad kg idlegiple

Volume/Study Title:
Volume/Study Title:

Additional volumes continued on back of page: Yes or No

Application Package: @r No
FUading  LSF , pMogd 10 tLF
ol W'\Q‘:’I)

wntFES( deroilo it V-7

These deficiencies have been approved by EPA. PRy ,
The corrections can be faxed to 703-305-5060/Attn: f&)j o T ww

Second Call/Email:

If we do not receive the corrections by 072 / 2y ) [ 2., we will process
your submission, accordingly. Please direct all future calls and
correspondence to the appropriate EPA Risk Manager.
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RE: Submission in support of products , "Protector 2F" ( EPA Reg # 88867-E)
and "Protector 0.5G (EPA Reg# 88867-R)

Srijana,

I hope this is the last of the changes.
Thanks,

Amanda

————— Original Message-----

Prom: Srijana Shrestha [mallto:Shrestha.sSrijanaCepamail.epa.gov]

Sent: Wednesday, February 22, 2012 1:50 PM

To: amanda Bragy; aschreib@centurytel.net

Cc: Sree Nailr

Subject: Submission in support of products, "Protector 2F* { EPA Reg #
88867-FE) and "Protector 0.5G (EPA Reg# 88867-R)

Dear Ms. Bragy:

The second attachment still has the me too (previcusly registered

product} as product name. Please edit it with correct product name.

also, regarding studies associated with this submisgion, Study(02) titled,
"TR-4 Minor Use Submission in Support of Tolerances for Imidacleprid In or
On Fish and Shell fish” has pgs 60 and 61 illegible.

Please send revised legible pages or mark "BEST AVAILABLE COPY" if that isg
the casze.

as T mentioned in our ph conversation, due teo the time line we have, I will
have to pass all the materials to the appropriate EPA Risk Manager on the
15th day i.e. 02/25/12 ncon {Saturday}. I will be out of office on 02/24/12
so, please send the corrections by 02/23/12 ncon.

pleage direct all future contacts and correspondence after 02/25/12 to EPA
Risk Manager. Feel free to call me back at 703-305-6471, if you have any
guestions.

Thanking you,

Srijana Shrestha

Macfadden, EPA Contractor

2777 8. Crystal Dbrive, S 4810 A
arlington, VA 22202

rPh: 703-305-6471

Fax: 703-305-5060

02/23/2012 01:59 PM
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From: *amanda Bragg" <abragg@centurytel.net>

To: Srijana Shrestha/DC/USEPA/USEEPA
Date: 02/22/2012 04:02 PM
Subject: FW: Submission in support of products, "Protector 2F" { EPA

Reg # B8B8B67-E) and "Protector 0.5G {EPA Reg# 88867-R)

Srijana,

Attached are the reguested documents with the changes we discussed.
Please let me know if any of them are still illegible or if we need tq make
any more changes.

Thank you,

Amanda Bragg

Assistant Administrator
Ag Development Group
Ph: 508-266-4348

Fax: 509-266~4317

From: Amanda Bragg [(mallteo:abragg@centurvtel.net]

Sent: Wednesday, February 22, 2012 §:48 aM

To: 'Shrestha.SrijanaBepamail .epa.gov'

Subject: FW: Submission in support of products, "Protector 2F" ( EPA Reg #
88867-E}) and "Protector 0.5G (EPA Reg# BBB&7-R}

Srijana,

Attached please find the Confidential Statements of Formula for both
submissions.

Thank you,

Amanda Bradg

Asgistant Administrator
Ag Development Group
FPh: 509-266-4348

Fax: 508-266-4317

From: Alan Schreiber [mailto:aschreib.astgmail.com]

Sent: Tuesday, February 21, 2012 6:26 PM

To: Amanda Bragg

Subject: Fwd: Submission in support of products, "Protector 2F* [ EPA Reg #
88867-E} and "Protector 0.5G (EPZ Reg# 8B867-R)

---------- Forwarded message --—---=----

From: "Srijana Shrestha" <Shrestha.Srijanalepamail.epa.gov>

Date: Feb 17, 2012 10:32 AM

Subject: Submission in support of products, "Protector 2F" ( EPA Reg #
88867-FE} and *"Protector 0.5G {EPA Reg# BBB67-R)
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To: <aschreibBcenturytel . net>
Cc: "Sree Nair" <Naly.Sreelepamail.epa.gov>

Dear Mr. Schreiber:

This is regarding your submission in support of products, "Protector 2F"
EPA Reg # 888867-E) and "Protector 0.5G (EPA Reg# 88867-R). We have found
following issue with vour submission:

“Confidential Statement of Formula {(EPA Form 8370-4)" is missing in
both submissions.

Please send the missing form by email. Feel free to call me back at
703-305-6471, if you have any gquestions. I will be happy to assist you in

anyway .

Thanking vou,

Srijana Shrestha

Macfadden, EPA Contractor

2777 §. Crystal Drive, § 4910 A

arlington, VA 22202

Ph: 703-305-6471

Fax: 703-305-5060({See attached file: EPA Form 8750~-4 Protector 0.5G.jipg)
{(See attached file: EPA Form 8750~4 Protector 2F (2).ipg) {See attached
file: EPA Form 8750~-4 Protector 2ZF.jpg}

{
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S g LNIT. STATES ENVIRONMENTAL PROTEGTI. o AGENCY
WASHINGTON, P.C. 20460

Acewc!

February 16, 2012
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-461088

EPA File Symbol or Registration Number: 83867-E

Product Name: PROTECTOR 2F

EPA Receipt Date: 10-Feb-2012

EPA Company Number: 88867

Company Name: WILLAPA-GRAYS HARBOR OYSTER GROWERS ASSOCIATION

ALAN SCHREIBER

WILLAPA-GRAYS HARBOR OYSTER GROWERS ASSOCIATION
P.O. BOX 3

OCEAN PARK, WA 98640

SUBJECT: Receipt of Registration Application and IR-4 Fee Waiver Request

Dear Registrant:

The Office of Pesticide Programs has received your application for registration and IR-4
fee waiver request. If you submitted data with this application, the results of the PRN-2011-3
screen will be communicated separately. During the administrative screen, the Office of
Pesticide Programs has determined that this Action is subject to a Pesticide Registration Service
Fee as defined in the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: R170
NEW USE;EACH ADDITIONAL NEW FOOD USE;

Your request for waiver has been forwarded for review. You will be notified in writing
when a determination is made regarding vour request. If the determination indicates that
payment is due, you will receive instructions for submitting payment at that time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman, at (703) 308-9362.

Sincerely,

Front End Processing Staff
Information Technology & Resources Management Division
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E’Fee for Service 1911548~

This package includes the following for Division
® New Registration °AD
@)
© Amendment BPPD
®RD
Y Studies? ¥Fee Waiver?
, . Risk Mgr. 5
Ovolpay % Reduction: |
Receipt No. S-| 911548
EPA File Symbol/Reg. No. 88867-E
Pin-Punch Date: 2/10/2012

[ This item is NOT subject to FFS action.

ACH] .
Requested: | {70

Granted: ’@( ’,);(/)
Amount Due: $ {@ (BY

Parent/Chnd Decisions:

BEYeTE  S-qlisyy
Qe 793 S-9/1sY 7

5 Inert Clearmr (Intended Use
Reviewer: , J\ )/f S

M|
FWTﬁW‘)‘WW’C{;Vw, ASYAFEVEL]

Uncleared Inert in Product

Remarks:

MO CSE ACLUDEN

Date: é'// S// Z
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Pages 53-54 - *Confidential Statements of Formula may be entitled to confidential treatment*





